I Tmtted Statf* Patent anh Trademark Office. 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



09/781,893 



02/09/2001 



Kent Jorgensen 



229 2 7590 04/23/2002 

BIRCH STEWART KOLASCH & BIRCH 
PO BOX 747 

FALLS CHURCH, VA 22040-0747 



"UNITED STATES DEPARTMENT OK COMMENCE 

Wa.hinBtem. D.C. 20231 
www.uapto.gov 



| ATTORNEY DOCKET NO. | CONFIRMATION NO. \ 



0459-0554P 



3281 



EXAMINER 



KISHORE, GOLLAMUDI S 



ART UNIT 



PAPER NUMBER 



1615 

DATE MAILED: 04/23/2002 



r 



Plan find below md/or «Kctel •» Office communicate, concerning mis applicr.on or proceeding. 



PTO-90C (Rev. 07-01) 



TshorSd statutory period for reply .s SET TO EXP,RE 30^_ MONTH(S) from 

THE MAILING DATE OF THIS COMMUNICATION. ^ ^ ^ ^ )j( ^ ^ ^ event however , may a reply be timely filed 
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earned patent term adjustment. See 37 CFR 1.704(b). 

Status . - 

1 ) □ Responsive to communication(s) filed on 

2a) □ This action is FINAL. 



2b) □ This action is non-final. 



Disposition of Claims 

4)K Claim(s) 1-56 



4a) Of the above, claim (s) 

5) D Claim(s) d 

6) D Claim(s) - 

7) D Claim(s)_ 

8) 5(1 Claims 1-56 



is/are pending in the application, 
is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9) □ The specification is objected to by the Examiner. 

i s/ar e objected to by the Examiner. 
«,)□ The drawls) fled on ^ 

1 1 )□ The proposed drawing correction filed on 

1 2)D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S. C. § 119 .-cuep sii9(a)-(d). 

13,D Acknowledgement is made of a claim for foreign pnonty under 35 U.S.C. § 119(a) 

a)D All b)D Some* c]D None of: 

1 □ Certified copies of the priority documents have been received. 

2 □ Certified copies of the priority documents have been received in A P plicat,on No. 
3:OCo P ieso«^ 

•See the attached Office action for a Hst of the certified copies not rece,v . 
14)D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. 5 1 19(e). 



18) □ Interview Summary (PTO-413) Pap*' No«. . 




19) □ Notice of Informal Patent Application (PTO-1 52) 

20) □ Other: 
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DETAILED ACTION 



Election/Restriction 

!. Restriction to one of the following inventions is required under 35 U.S.C. 121: 
!. Claims 1-47 and 52-56 are, drawn to drug delivery compositions and 

methods of use, classified in class 424, subclass 450. 
IL Claims 48-51 are, drawn to lipid of the formula in claim 48, classified in 
class 554, subclass depending upon X and Z. 
2. The inventions are distinct, each from the other because of the following reasons: 

inventions II and I are related as mutually exclusive species in an intermediate-final 
product relationship. Distinctness is proven for claims in this relationship if the 

^^^^^^^^^^^^ 

paragraph), and the species are patentably distinct (MPEP § 806.04(h)). In the instant 
case, the intermediate product is deemed to be usefu, by itself without iipopo.ymers and 
g ,yco,ipids and the inventions are deemed patentably distinct since there is nothing on this 
record to show them to be obvious variant, Shou.d applicant traverse on the ground that 
the species are not patentably distinct, applicant shou.d submit evidence or identify such 
evidence now of record showing the species to be obvious variants or c.eariy admit on the 
record that this is the case. In either instance, if the examiner finds one of the inventions 
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U.S.C. 103(a) of the other invention. 

3. Because these inventions are distinct for the reasons given above and have acquired 
a separate status in the art as shown by their different classification, restriction for 
examination purposes as indicated is proper. 

4. Because these inventions are distinct for the reasons given above and the search 
required for Group H is not required for Group I, restriction for examination purposes as 
indicated is proper. 

5 Because these inventions are distinct for the reasons given above and have acquired 
a separate status in the art because of their recognized divergent subject matter, restriction 
for examination purposes as indicated is proper. 

6 . This appiication contains Cairns directed to the foiiowing patentabiy distinct species 
of the claimed invention: 
Species in Group I: 

a) drug delivery composition and method in claims 1-24; 

b) drug delivery composition and method in claims 25-47; 

c) drug delivery composition and method in claims 52-56. 
Species in both Groups I and II: 

v j -7 rm- e\ where X and Z are NH and Nme; d) 
a) where X and Z are O; b) where X and Z are CH2, c) where a 

where X and Z are S; e) where X and Z are S(0), S(0)2. 



Application/Control Number: 09/781,893 
Art Unit: :1615 



Page 4 



Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, none of the claims is generic with respect to Group 
I and claims 5, 29 and 48 are generic with respect to the lipid structure. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim is 
allowable or that all claims are generic is considered nonresponsive unless accompanied by 
an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise include all 
the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims are 
added after the election, applicant must indicate which are readable upon the elected 

species. MPEP § 809.02(a). 

Should applicant traverse on the ground that the species are not patentably distinct, 
applicant should submit evidence or identify such evidence now of record showing the 
species to be obvious variants or clearly admit on the record that this is the case. In either 
instance, if the examiner finds one of the inventions unpatentable over the prior art, the 
evidence or admission may be used in a rejection under 35 U.S.C. 103(a) of the ther 
invention. 
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7. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one or 
more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by a 
petition under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.17(i). 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to G.S. Kishore whose telephone number is (703) 308-2440. 

The examiner can normally be reached on Monday-Thursday from 6:30 A.M. to 
4:00 P.M. The examiner can also be reached on alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, T.K. Page, can be reached on (703)308-2927. The fax phone number for this 
Group is (703)305-3592. 

Communications via Internet e-mail regarding this application, other than those 
under 35 U.S.C. 132 or which otherwise require a signature, may be used by the applicant 
and should be addressed to [thurman.page@uspto.gov]. 

All Internet e-mail communications will be made of record in the application file. 
PTO employees do not engage in Internet communications where there exists a possibility 
that sensitive information could be identified or exchanged unless the record includes a 
properly signed express waiver of the confidentiality requirements of 35 U.S.C. 122. This is 
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Art Unit: :1615 

more clearly set forth in the Interim Internet Usage Policy published in the Official Gazette 
of the Patent and Trademark on February 25, 1997 at 1195 OG 89. 

Any inquiry of a general nature or relating to the status of this application should 
be directed to the Group receptionist whose telephone number is (703)308-1235. 



Gonamudi S. Kishore, Ph. D 




Primary Examiner 



Group 1600 
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April 18, 2002 



